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As a long-standing industry partner within the healthcare community, Baxter Healthcare Corporation
(Baxter) would like to take this opportunity to comment on the Centers for Disease Control and
Prevention (CDC) Draft Guidelines for the Prevention of Intravascular Catheter-Related Infections. In
the section entitled “Replacement of Administration Sets”, starting at line 1042, the Draft Guidelines state
“In patients not receiving blood, blood products or lipid emulsions, replace administration sets, including
secondary sets and add-on devices, no more frequently than at 96-hour intervals, [313] but at least every
7 days [255, 314-316]. Category IA”. Baxter disagrees with the recommended change in upper and lower
administration set replacement intervals.

The evidence cited to support changing the lower limit of the replacement interval all demonstrated no
increase or decrease in infection risk between 72 hours and 96 hours. This would mean that these studies
support the previously published guidelines of “no sooner than 72 hours”. For the proposed upper limit
for replacement interval, none of the references cited support the “at least every 7 days”
recommendation, in fact one article contradicts this recommendation by stating changes should not
exceed 4 days [316].

Only 3 of the cited studies investigated tubing changes at 96 hours, however it is not clear how the IV
tubing was utilized in the studies (i.e., gravity infusion of fluids, infusion pump with fluids and multiple
secondary medications). The use of administration sets with multiple variables should be studied to not
only identify whether there is an increased risk of infection but also determine whether functionality of
the administration sets is possible in scenarios that could occur during a 96 hrs period. This testing would
need to look at multiple areas including but not limited to:

e Pump/tubing interface
The bag spike
Roller clamp
Flow rate accuracy
Y-site actuations
Luer connection
The majority of the studies referenced are greater than 20 years old. Infusion therapy has increased with
the introduction of new therapies and patients are also more critical. We believe much more research is
required to better understand the impact of changing these recommendations across all therapy areas and
clinical scenarios. This research would need to demonstrate consistently reduced infection rates prior to
recommending a change in the previously published set change interval.



Baxter

Baxter hereby recommends that “no more frequently than at 96-hour intervals ” be changed back to the
existing 2002 Guidelines for the Prevention of Intravascular Catheter-Related Infections which is
supported by the studies cited. Baxter also hereby recommends that “but at least every 7 days” be
stricken and replaced with “and in accordance with manufacturer’s labeled use(s) and directions”.

Industry utilizes new guidelines and standards to direct them in testing of current and new products to
ensure safety and efficacy. Industry would need significant time to complete testing and regulatory
submission of thousands of current products to comply with this recommendation in the “Replacement of
Administration Sets” portion of the Draft Guidelines.
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